Abstract
Objective-To test the assumption that patients will become unduly anxious if they are given detailed information about the risks of surgery in an attempt to obtain fully informed consent.
Design-Preoperative anxiety assessed before and after patients were randomly allocated an information sheet containing either simple or detailed descriptions of possible postoperative complications.
Setting-Four surgical wards at two Sheffield hospitals.
Subjects-96 men undergoing elective inguinal hernia repair under general anaesthesia.
Main outcome measure-Change in anxiety level observed after receiving information about potential complications.
Results-Detailed information did not increase patient anxiety (mean Spielberger score at baseline 33*7 (950/0 confidence interval 31-3 to 36.2), after information 34-8 (32.1 to 37 5); p=0-20, paired t test). A simple explanation of the facts provided a statistically significant degree of reassurance (mean score at baseline 34-6 (31.5 to 37 6), after information 32-3 (29.8 to 34 9); p=0012), although this small effect is likely to be clinically important only in those whose baseline anxiety was high (r=027, p=005).
Conclusions-In men undergoing elective inguinal hernia repair a very detailed account of what might go wrong does not increase patient anxiety significandy and has the advantage of allowing patients a fully informed choice before they consent to surgery, thus reducing the potential for subsequent litigation.
Introduction
The NHS Management Executive's recent guidance on obtaining consent from patients is a pertinent reminder of the importance with which the govemment views our legal requirement to obtain fully informed consent from patients undergoing treatment.' In the unhappy event of litigation, a signed consent form may be disregarded by the courts unless it can be shown that the patient was "given sufficient information, in a way they can understand, about the proposed treatment." Sadly, the standards of consent actually achieved on the ward often fall short of those expected by lawyers, perhaps because the task of obtaining consent is left to more junior medical staff, who are themselves ignorant of many of the potential pitfalls that might face the patient. It has been estimated that every year about 300 000 patients in the United Kingdom experience some form of harm as a result of being admitted to hospital,2 and if claims for medical negligence are to be minimised it is vitally important that doctors ensure that the patient has carefully considered the potential risks of any procedure as well as its likely benefits.
One solution is to adopt the North American practice of providing patients with a comprehensive list of postoperative complications, but to most British doctors the prospect of burdening patients with "unwanted" information about what might go wrong is deemed to be both unhelpful and unkind. In view of this dichotomy of opinion it is surprising that there is little, if any, objective evidence to support or refute the rather paternalistic British view that allowing patients to make a fully informed decision about their treatment would generate an unnecessary and harmful degree of anxiety. The aim of this study was to find out who is really afraid of fully informed consent: British patients or their doctors?
Subjects and methods
Ninety six male patients admitted to four surgical wards for elective repair of inguinal hernias under general anaesthesia were interviewed in hospital on the day before surgery and asked to complete two self evaluation questionnaires: a screen for pre-existing anxiety or depressive states using the hospital anxiety and depression scale (HADS),3 in which patients were asked to score answers based on how they generally felt over the few weeks before admission, and an assessment of their current state of anxiety The significance of changes in anxiety noted was analysed by Student's paired t tests, and data from the telephone questionnaire were compared by a two tailed Fisher's exact test. The relation between an individual's baseline anxiety and the change in anxiety observed after receiving information was examined by using scatter plots and by calculating the Pearson correlation coefficient as suggested by Bland and Altman5 (change in anxiety v average of first and second Spielberger scores).
We estimated that a change of five points in the Spielberger score might be clinically significant; to detect this with 95% power (assuming a standard deviation of 6) the required sample size was calculated to be 40-50 patients in each group.
Patients were simply told that we were aware that emotions could influence how they reacted to illness and were asked to participate in a survey investigating their response to hospital admission for minor surgery. They were not aware that they were taking part in a randomised comparison of two different information sheets as this would have invalidated the study, which received ethical approval from the Royal Hallamshire Hospital ethical committee.
Results
Table I describes the general characteristics of the two groups studied. Ninety six patients were randomised, with roughly equal numbers receiving each of the tion became more distressed afterwards (fig 2; r=0 18 , p=0-23).
We were able to contact 72% (69/96) of patients after discharge from hospital. Nearly one quarter (8/33) of those who had received the more comprehensive list of complications thought that they had been given "too much" information, compared with just 6% (2/36) of those who had been given a simple explanation (p= 0 04, Fisher's exact test): anxiety scores did not differ significantly between patients who thought the amount of information given was too much and those who thought it was "about right" (data not shown). Only two patients thought that they had not been told enough, even though one of them had been given the very detailed sheet. All 96 patients consented to surgery.
Discussion
The rate at which compensation claims are being lodged against medical practitioners may be escalating faster in the United Kingdom than in North America, 6 and there are fears that if this trend continues unchecked the cost of litigation may ultimately damage the quality of healthcare by eroding already restrained budgets.7 The defence societies constantly wam that most complaints are provoked by doctors failing to communicate adequately,8 so there is an argument for adopting the "defensive" practice of our American colleagues when consent for treatment is sought: but Baseline anxiety score do our patients have the stomach for an American approach?
In an attempt to answer this simple question we used a self administered questionnaire (Spielberger STAI-XI) designed to provide an objective index of anxiety at any given moment. All of the findings we report are based on the assumption that this questionnaire can accurately and reproducibly detect a change in anxiety, even when the same questionnaire is administered twice with just one hour between each assessment. In response to this concern Spielberger retested 197 students one hour after they had watched a stressful film depicting gory accidents and concluded that the questionnaire was indeed sensitive to acute changes in anxiety.4 Our second assumption was that the information given to the patients was digested and understood. There is evidence that at times of stress many patients do not absorb verbal information9 and that a better quality of informed consent can be obtained by combining oral and written information as we did.'°" To heighten comprehension, our information was presented using personal pronouns in deliberately short sentences that explained or avoided technical terms'0 12; awareness could be further enhanced by issuing the information sheets (customised for specific operations) during the initial outpatient consultation, which would give patients more time to assimilate the facts.
Our results suggest that it is wrong to assume that patients will become unduly anxious if they are wamed about most of the potential risks of surgical treatment, at least as far as inguinal hemiorrhaphy and general anaesthesia are concerned. Whether or not the same applies to patients with cancer or those admitted for more complex surgery remains to be seen, but even major operations share many of the "frightening" general risks associated with inguinal hemia repair. Patients are entitled to receive accurate information about their treatment and the risks we ask them to take; they also have a right to withhold consent from such treatment if they feel unhappy about accepting these risks. A full explanation of the facts allows them to make a fully informed decision about their surgery; this might reduce the number of cases of litigation arising from misunderstandings about the purpose and nature of any planned treatment. Against this one has to balance the fact that a simple explanation of the common problems encountered seems to (statistically) reassure the patient, particularly the very anxious individual, although the overall effect was very small and probably clinically insignificant.
What is certain is that as the relationship between doctors and their patients becomes less patemalistic, so must the manner in which we seek to obtain their consent for treatment.
